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ACTI ON:  Notice of proposed rul emaki ng (NPRM .

SUMVARY: This action responds to the Aviation Mdical

Assi stance Act of 1998 by proposing that air carrier
operators carry automated external defibrillators on |arge,
passenger-carrying aircraft and al so augnent currently
requi red energency nedical kits. It would affect those
operations for which at |east one flight attendant is
required and, if adopted, would require instruction on the
use of this equipnment. This proposal would nodify the
regul ations to include provisions designed to provide the
option of treatnment of serious medical events during flight
time.

DATES: Comments nust be received on or before Septenber 21,
2000.

ADDRESSES: Comments on this docunent should be mailed or

delivered in duplicate, to: U S. Departnent of



Transportati on Dockets, Docket No. FAA-2000-7119, 400
Seventh Street, SW, Room Plaza 401, Wshi ngton, DC 20590.
Comrents al so may be sent electronically to the Dockets
Managenent System (DMS) at the follow ng I nternet address:
http://dms.dot.gov/. Commenters who wish to file coments
el ectronically, should follow the instructions on the DVS
web site.
FOR FURTHER | NFORMATI ON CONTACT: Judi G trenbaum AAM 210,
Aeronedi cal Standards, O fice of Aviation Mdicine, Federal
Avi ation Adm nistration, 800 |Independence Avenue, SW
Washi ngton, DC 20591, tel ephone (202) 267-9689.
SUPPLEMENTARY | NFORMATI ON:
Comments Invited

Interested persons are invited to participate in the
maki ng of the proposed rule by submtting such witten data,
views, or argunents as they may desire. Comrents relating
to the environnmental, energy, federalism or econom c inpact
that mght result from adopting the proposals in this
docunent are also invited. Substantive comments shoul d be
acconpani ed by cost estimates. Comments nust identify the
regul at ory docket or notice nunber and be submtted in
duplicate to the DOT Rul es Docket address specified above.

Al'l comments received, as well as a report summari zi ng
each substantive public contact with FAA personnel

concerning this proposed rulemaking, will be filed in the



docket. The docket is available for public inspection
before and after the coment cl osing date.

Al'l comments received on or before the closing date
wi |l be considered by the Adm nistrator before taking action
on this proposed rul emaking. Comments filed late wll be
considered as far as possible wi thout incurring expense or
delay. The proposals in this docunent may be changed in
light of the comments received.

Commenters w shing the FAA to acknow edge receipt of
their comments submtted in response to this docunent nust
i nclude a pre-addressed, stanped postcard with those
comments on which the follow ng statenent i s nade:
"Comments to Docket No. FAA-2000-7119." The postcard wll
be date-stanped and mailed to the commenter.
Avai l ability of NPRMs

An el ectronic copy of this docunent may be downl oaded
usi ng a nodem and suitabl e comruni cati ons software fromthe
FAA regul ati ons section of the Fedworld electronic bulletin
board service (tel ephone: 703-321-3339) or the Governnment
Printing Ofice (GPO electronic bulletin board service
(tel ephone: 202-512-1661).

I nternet users may reach the FAA's web page at
http://ww. faa. gov/avr/arm nprm nprm htmor the GPO s
webpage at http://ww. access. gpo. gov/nara for access to

recently published rul emaki ng docunents.



Any person may obtain a copy of this docunment by
submtting a request to the Federal Aviation Adm nistration
O fice of Rul emaking, ARM1, 800 |Independence Avenue, SW
Washi ngton, DC 20591, or by calling (202) 267-9680.

Commruni cations mnmust identify the notice nunber or docket
nunber of this NPRM

Persons interested in being placed on the mailing |ist
for future rul emaki ng docunents should request fromthe
above office a copy of Advisory G rcular No. 11-2A, Notice
of Proposed Rul enaking Distribution System which descri bes
t he application procedure.
| ssue

The Avi ation Medical Assistance Act (the Act) was
introduced in the United States Congress on Novenber 6,
1997. Enacted April 24, 1998 [Pub. L. 105-170, 49 USC
44701], the Act directs the FAA to determ ne whether current
m ni mum requi renents for air carrier crewrenber nedical
energency training and air carrier energency nedi cal
equi pnent shoul d be nodifi ed.

Typically, when in-flight nedical events occur, airline
passengers may be assisted by crewnenbers, generally flight
attendants working in the cabin, and by other passengers.
Flight attendants frequently solicit the voluntary advice
and assistance of nedically qualified passengers, if on

board, to assist with serious nedical events. A basic



energency nedical kit and a basic first-aid kit are required
to be carried on board najor air carriers and are avail able
for use. Additionally, and if avail abl e, ground-based

medi cal advice nmay be solicited. |If it is subsequently
recommended to divert the flight, the pilot in command may
elect to land the aircraft.

Wt h passenger enpl anenments nunbering over 600 mllion
in 1998, nearly double what they were in the early 1980’ s,
an increase in passengers needing in-flight nedical
assistance is anticipated for the future. The overall aging
of the general population is expected to result in a greater
nunber of air carrier passengers with nedical conditions,
passengers who are nore likely to experience an in-flight
medi cal event.

The nost comonly observed serious in-flight nedical
events appear to be cardiac in nature, due to chronic pre-
existing conditions or to the sudden onset of previously
unknown conditions. Reporting seen in various nedi cal
journals, as well as in the popul ar press, reveals the
foll owm ng about cardiac events in general:

Cardi ac arrest (the stopping of effective punping of
bl ood by the heart) reportedly strikes over 350, 000
Anmericans every year, typically those 41 to 65 years ol d.

The nost comon form of treatable cardiac arrest (a

substantial portion of all cardiac events) is caused by an



abnormal heart rhythmcalled “ventricular fibrillation,”
(where the heart is still beating, although ineffectively
punpi ng blood). Ventricular fibrillationis treatable with
defibrillation, electric shocks that stinmulate the heart to

resunme beating normally.

Survival of individuals undergoing ventricul ar
fibrillation can be as high as 90 percent in sone
circunstances, if defibrillation is provided during the
first mnute follow ng coll apse and subsequent cardi ac care
is rapidly provided.

For every mnute that defibrillation is del ayed,
survival is reported to fall about 10 percent, dropping

bel ow 50 percent after 6 m nutes.

By providing early electrical correction of
i neffective heart punping, therapeutic defibrillation is
nore effective than cardi opul nonary resuscitation (CPR) in
sustaining life and function in certain situations.

In light of the aforenentioned, and for reasons
el aborated in the discussion below, the FAA is review ng
ener gency nedi cal equi pnent and crewrenber energency nedi ca

training requirenents.

Backgr ound

Aut omat ed External Defibrillators:



Cardi ac defibrillator technol ogy has progressed to the
point that defibrillation simlar to that performed in
hospitals can, in many cases, be acconplished effectively
out side the hospital environnent by autonated external
defibrillators (AED s). Wen activated, AED s deliver a high
energy electrical pulse to attenpt to restore the normal
el ectric heart activity required for normal heart function.
At a cost of approximtely $3,500 per unit, AED s are
i ghtwei ght, conpact, virtually maintenance-free, and sinple
to use. Because these battery-powered systens voi ce-pronpt
st ep- by-step gui dance, appropriately trained non-nedi cal
personnel may use themfairly confidently to assist in
certain, especially treatable, cardiac energencies.

The type of AED nost commonly used can nonitor a
person’s heart rhythm and pronpt whether a shock should be
adm ni stered. The machi ne determ nes whet her, and when, an
i ndi vi dual needs to be adm nistered an electric shock. If
defibrillation is needed and is successfully perforned,
further nedical intervention is necessary to determ ne the
underlying cause for definitive treatnent.

CPR is a necessary adjunct to AED usage as it nay be
the only effective assistance available. CPR should be
initiated i mredi atel y upon encountering any apparent
cessation of breathing or cardiac arrest (in an attenpt to

mai ntain a person’s oxygen flow) and nust be continued in



the event of any of the follow ng: the AED voi ce-pronpt

i ndi cates “no shock,” and a pulse is absent; three AED
shocks are admnistered to no avail; the AED mal functi ons.
As sonme cardiac events wll not be treatable by AED, it is
vital that CPR be started and perforned as |ong as
necessary.

Sone non-nedi cal professionals, anong them police
officers and fire fighters, have the devices avail able and
are trained to use them The U S. Food and Drug
Adm ni stration (FDA) regul ates the use of AED s and began
approvi ng use of the devices in an aircraft environnment in
Sept enber 1996. Subsequent to this approval, several air
carriers voluntarily have begun or have announced plans to

carry them on board.

Enmer gency Medical Kits:

In 1986, the FAA pronulgated a final rule, “the
Enmer gency Medi cal Equi pnment Requirenents Rule,” requiring
| arge, passenger-carrying aircraft to carry energency
medi cal kits [51 FR 1218; January 9, 1986, effective August
1, 1986]. The FAA set a mninum standard for kit contents
requiring the follow ng: a sphygnomanoneter, which is an
instrunment for neasuring blood pressure; a stethoscope;
three different sizes of oral airways (breathing tubes);
syringes; needles; 50 percent dextrose injection, for

hypogl ycem a or insulin shock; epinephrine, for asthma or



acute allergic reactions; diphenhydram ne, for allergic
reactions; nitroglycerin tablets, for cardiac-rel ated chest
pai n; and basic instructions on the use of the drugs.

The rul e has been anended once, in Cctober 1994, [59 FR
52640; COctober 18, 1994], to require protective gl oves.
Al so, in January 1996, under the “Commuter Rule,” comruter
air carriers operating 20-to-30-seat airplanes, that
previously were required to carry only first-aid kits, have
been required to carry the energency nedical kit described
above [60 FR 65831, Decenber 20, 1995].

At the tinme the energency nedical kit rule was
promul gated, there was controversy over what types of
i nstrunments and nedi cations the FAA should require since
sone commenters to the proposed rul e expressed concerns
about controll ed substances (originally proposed for the
action) being stowed on board any passenger aircraft. It
was argued that an aircraft should not be a flying hospital,
but that the proper course of action in the event of an on-
board nedi cal enmergency is for the pilot in conmand to
decide if the aircraft can be |l anded safely to allow the
ai ling passenger to receive appropriate nedical care. As a
result of these concerns, the FAA scal ed down its original
proposal in ternms of the contents that would be required of
energency nedical kits. The rule promul gated was desi gned

to ensure that, at the very least, U S.-registered aircraft



woul d have the basic, m ninum equi pnent on board if the crew
chose to attenpt treatnent and/or to aid in decisions
regarding diversion. The rule also required airlines to
report to the FAA principal operations inspector, for a
period of 24 nonths after the effective date of the rule,
i nformati on on each nedi cal enmergency occurring during
flight time and resulting in the use of the energency
medi cal kit or the diversion of aircraft.
Rel at ed Studi es

The FAA's Civil Aeronedical Institute (CAM), |ocated
in klahoma City, has conducted four specific studies on in-
flight medical emergencies and the use of the energency
medi cal kit. These technical reports, issued by CAM in
1991, 1997, and 2000, are described briefly below Copies
of the CAM reports are available for reviewin the public
docket established for this rul emaki ng action.
CAM Techni cal Reports:

“Response Capability During Gvil Ar Carrier In-flight
Medi cal Energencies” [March 1991; DOT/ FAA/ AM 91/ 3] and
“Utilization of Emergency Kits by Air Carriers.” [March
1991; DOT/ FAA/ AM 91/ 2] .

The former report reveals the prelimnary findings and
the latter report reveals the conprehensive findings of data

collected frompart 121 air carriers on nedical energencies.
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As descri bed above, “The Emergency Medi cal Equi pnent

Requi rements Rule” issued in 1986 required that, for a
2-year period, all part 121 air carriers maintain records on
each nedi cal event occurring during flight tinme which
resulted in the use of the energency nedical kit, diversion
of the aircraft, or death of a passenger or crewrenber.

During the 2-year nonitoring period, a total of 2,322
medi cal events were docunmented (equating to approxi mately
three per day) with 33 deaths reported. In the 2,293 actual
uses of the nedical kit, a physician was the provider in
over 85% of the cases. The npbst common presenting synptom
was pain, followed by unconsci ousness, inpaired breathing,
nausea and/or vomting; the nost common presenting “sign”
was described as a “nyocardial problem?”

Al t hough only 2 years of data were avail able for
review, the pattern of nedical kit item usage was very
simlar in the first and second years. An increase in the
nunber of cases also was noted in the second year. The FAA
did not find justification to make any nodifications to the
enmergency nedical kits follow ng the 2-year regulatory
reporting period.

“I'n-flight Medical Care, An Update” [February 1997;
DOT/ FAA AM 97/ 2] .
From 1990 to 1993, CAM obtained information fromtwo

airlines and two in-flight nedical care delivery conpanies
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to determ ne which category of in-flight nedical event
occurred nost frequently and which category accounted for
the greatest nunber of diversions. The trend in the
frequency of diversions for nedical reasons al so was
assessed. The effect of in-flight nedical advice was then
eval uated by conparing the nunber of diversions that
resulted in hospitalizations to the nunber that did not.
The findi ngs showed that neurol ogical, syncopal, and cardi ac
epi sodes respectively, were the nost frequent categories of
medi cal energenci es encountered in flight, while cardiac,
neurol ogical, and respiratory events, in that order,

accounted for the nmost diversions.

“The Evaluation of In-flight Medical Care Aboard Sel ected
US Ar Carriers from1996 to 1997” [April 2000;

DOT/ FAA/ AM: 00/ 13] .

CAM analyzed 1,132 in-flight nedical incidents that
occurred between Cctober 1, 1996, and Septenber 30, 1997.
The data included information fromsix airlines that
accounted for approximately 20 percent of all U S.
donestic enpl anenents for the period. This study was not
designed to provide an in-depth review of in-flight

medi cal care delivery; however, the data did reveal that
in-flight diagnoses by ground-based physicians frequently
can be in close agreenent with hospital discharge

di agnoses, indirectly inplying that the proper diagnosis
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was made in flight. |In particular, in the case of
cardiac patients, the agreenent rate was 94.1 percent,
and passengers appeared to be conservatively di agnosed
and treated in flight. Many of these in-flight diagnoses
were made with the assistance of a ground-based
physi ci an.

Additionally, this study suggested that the itens that
shoul d be considered for possible addition to a future
medi cal kit include a bronchodilator inhaler, an oral
anti hi stam ne, and sone form of oral non-narcotic
anal gesi c nedication. These itens are not commonly
avai |l abl e because they are not routinely carried by other
passengers or the airline. No data were collected in
this study concerning AED s as they were not being
carried on board at the tinme of the study. As a result,
no consi deration was given to adding cardiac drugs to the
energency nedical kit for use after an AED intervention.

Rel ated Activity

In 1995, in light of changi ng denographics of air
carrier passengers and advances in clinical nedicine, sone
FAA physi ci ans began an informal analysis of in-flight
nmedi cal events. These physicians explored the issue with
individual air carriers, the Aerospace Medical Association
(AsMA), the Air Transport Association (ATA), and MedAire,

Inc. (a for-profit firmthat provides nedical advice to
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flight crews through air-to-ground comruni cation |inks).

The physicians did not produce any witten technical reports
or recommend any regul atory changes; they nerely gathered
informati on on the issue.

In May 1997, the U S. House of Representatives
Comm ttee on Transportation and Infrastructure, Subconmttee
on Aviation, held hearings on in-flight nmedical events.
Wtnesses who testified at these hearings strongly supported
additional crew training and the inclusion of AED s in the
onboard nedi cal equi pnent.

I n August 1997, AsMA convened a task force of
physi ci ans across the major nedical specialties to review
the contents of energency nedical kits. This task force
recommended certain m ni mum nedi cati ons and nedi cal supplies
for air carriers. The group further reconmmended that air
carriers consider AED s on wi de body aircraft for use on
specific routes, particularly lengthy or over-water flights.
It was recomrended that AED s be tested for their possible
effects on installed avionics and that airlines use an
appropriate training programw th particular attention given
to safety considerations of in-flight use. These
recomendati ons were based on a survey of 2,300 AsMA
physi ci ans who had treated at | east one passenger on a

commercial flight.
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| n Decenber 1997, an ATA Medi cal Panel recommended t hat
ATA nmenber airlines place AED s on at | east 20 percent of
the aircraft in their fleets (initially), upgrade emergency
medi cal kits, and nodify flight attendant training on the
use of this equipnment. (In formng this recomendation,
this ATA group collected information from ni ne menber
airlines on in-flight nmedical emergencies and nedical kit
usage.)

In January 1998, the FAA received a petition for
rul emaki ng froma physician who had assi sted a passenger on
board a Decenber 1997 flight who apparently suffered a fatal
heart attack. The petitioner requested that the FAA take
action to upgrade energency nedi cal equi pnent being carried
on board major air carriers.

On April 24, 1998, the Aviation Medical Assistance Act
of 1998 (the Act), Pub. L. 105-170, 49 U. S.C 44701, was
enacted. The Act directs that the FAA take the foll ow ng

action:

Eval uate the equipnent required to be carried in
air carrier enmergency nedical kits and the

training of flight attendants on the use of such
equi pnent; issue a Notice of Proposed Rul emaking

(NPRM if regulations need to be nodified.

Coll ect data for 1 year froma major air carrier

on nedi cal energencies that result in death and

15



any information necessary to determ ne whet her
AED s should be required on board air carriers
(with a maxi mum payl oad capacity of nore than

7,500 pounds) and/or at airports.

Foll owi ng an analysis of the results of the data
col l ection, determ ne whether to issue one of the
followwng: an NPRMto require AED s on air
carriers (with a maxi num payl oad capacity of nore
than 7,500 pounds) and/or at airports:! a
recommendation to Congress for legislation; or a

notice in the Federal Register that would indicate

why this action is not required.

| ssue a final rule within 120 days foll ow ng the

date on which comments are due on an NPRM

The Act includes a “CGood Samaritan” provision that
[imts air carriers’ liability in obtaining nmedically
qual i fi ed non-enpl oyee passengers to assi st persons. The
“Good Samaritan” provision |imts non-enpl oyee passenger
l[iability for providing assistance during an in-flight
medi cal event unless the assistance is grossly negligent, or

is willful m sconduct.

! The Act requires the Administrator to make a decision on requiring AED’s at airports, as well as on air
carrier aircraft. The Act recognized that the decision on requiring the devices for airports may bein aform
different than the decision for air carriers. Asaresult, the FAA decided to undertake separate effortsin
gathering and analyzing information for airports and air carrier aircraft. A cardiac event on an aircraft
occursin atotally different environment from a cardiac event that occurs on an airport. This NPRM applies
only to air carriers. A decision on whether or not to require AED’s at airports will be issued separately.
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In Septenber 1998, in a letter sent to the Federal Air
Sur geon, the Association of Flight Attendants (AFA)

di scussed the potential inplications of the Act on its
menbers.

On Decenber 10, 1999, the FAA held a public neeting on
airline workplace safety. Some flight attendants who spoke
at the neeting stated that, based on their personal
experiences in handling in-flight nedical events, currently
requi red energency nedi cal equi pnent needs to be enhanced.

A copy of the information provided to the FAA on the
recomendations fromthe AsMA and the ATA Medical Panels, as
well as a copy of the petition, the Act, and the AFA letter
have been placed in the public docket established for this
proposal. Information provided to the FAA at the Decenber
10, 1999, public neeting is avail abl e under Docket nunber
FAA- 1999- 6342.

July 1, 1998, to June 30, 1999, Data Collection

On July 1, 1998, the FAAinitiated a data collection,
as directed in the Act, to gather information on in-flight
medi cal events that result in death or threat of death. The
FAA devel oped a 1-page checklist, the “In-Flight Medical
Event Report,” (the event report) designed for the use of
nonmedi cal professionals such as crewnenbers. (A copy is on
file in the docket.) The FAA asked the ATA and several

flight attendant unions to review the event report. The ATA
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agreed to distribute the event reports anong its nenbers, to
collect any input received, and to forward it to the FAA on
a quarterly basis. Up to 15 different ATA-nenber airlines,
carrying approximately 85%of U S. donestic airline
passengers, contributed sone data throughout the year.

The event report was intended to record incidents that
were likely to be of cardiac origin and, thus, possibly
require use of an AED. As other nedical conditions may have
simlar synptons, additional checklist choices were provided
in an attenpt to distinguish non-cardiac probl ens.

Based on the synptons, treatnment, and foll ow up
informati on on the event report, a general nedical category
was assigned to each event. 1In an effort to indicate nore
specifically when an AED nay have been useful, a category
al so was assi gned based only on synptom and in-flight
treatnent information. |In sone cases, this assignnent was
not possi ble because of the limted or inconplete
information provided. A few reports included a specific
foll ow up di agnosis based on a hospital eval uation.

Data collected for the Act resulted in the subm ssion
of 188 in-flight nedical event forns, not including 15 that
were provided in an unusable format. O the 188 events, 177
events occurred on the aircraft (either in flight, at the
gate, or while taxiing), 10 events occurred on the ground

(either in the jetway or the termnal) and one event
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occurred in a taxi enroute to the airport. A total of 108
deaths were reported (out of the 188 total events) either by
the end of the flight or after the passenger was transferred
to a hospital. O the 80 remaining events, 14 passengers
were reported as being alive, 56 were reported on the event
report as “Unknown,” and 10 were submtted with no outcone
reported.

O the 177 events that occurred on the aircraft, 119
were thought to be of cardiac origin based on a review of
all the information provided on the event reports. (The
average age of those passengers on the aircraft with
reported cardi ac problenms was 62 years.) Sixty-four of
these 119 passengers were reported as having died. For the
remai nder, 42 passengers had unknown di spositions and 10
passengers were reported as having survived. Three events
had unreported results.

The AED was used to deliver at |east one shock in 17
separate events, 14 on the aircraft and three on the ground.
From t hese events, four passengers were reported as having
survived, 11 as having died, and two as havi ng unknown
outcones. It is believed the AED use was the event that
changed the outcone for those who were reported as having
survived. For cardiac-related events on the aircraft, an
AED was reported as “Not available” for 40 events, *“Not

needed” for 12 events, and “Not reported” for 40 events.
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CPR was reportedly perforned 82 tines on the aircraft.

A total of 74 diversions for passenger nedical
energencies were reported; 52 for cardiac events.

VWhile not a primary focus of this data collection,
aircraft enmergency nedical kit itemusage al so was report ed:
si x uses of epinephrine and six uses of nitroglycerin.
(Bot h epi nephrine and nitroglycerin currently are required
to be carried in the enmergency nedical kits.) Intravenous
(I'V) saline and atropine (neither currently required by the
FAA but carried by sone airlines) were reported used once
each. Al events reporting these nedications were apparent
cardi ac probl ens.

Overall, 156 (of the total 188) events reported sone
type of nedical assistance being provided on board the
flight, although the actual nunber may be sonewhat |ower as
it was inpossible sonetinmes to determ ne whether a reported
paranedi ¢ or energency nedi cal technician was a passenger or
part of the ground response team Physicians were reported
avai lable on the aircraft for 92 events, nurses for 49
events.

As is common when collecting this type of information,
the data have multiple limtations. The accuracy of the
data provi ded appeared highly variable, and analysis to
assign a specific nedical category often was difficult or

i npossible. Early in the data collection, various draft

20



iterations of the event report were submtted that were
slightly different fromthe final event report adopted for
use. Because a limted data formwas used (so that the data
col l ection woul d not be overly burdensone), anbiguity with
respect to precise synptomreporting was all owed. Reports
often were inconplete, resulting in additional uncertainty
about the type of event. Finally, no nethod exists for
confirm ng whether participating air carriers reported every
death or near-death event or whether privacy constraints my
have limted the information in the event reports submtted
to the FAA

The availability of AED s changed t hrough the year as
nore airlines began carrying themon their aircraft. For
this reason, it was not possible to determ ne the nunber of
aircraft carrying AED s at any point during the data
collection. Additionally, the nunber of airlines submtting
data varied for each quarter of data collection with sone
airlines reporting no events in later quarters. The
survival rate may have been greater than the four possible
lives saved if AED s had been aboard each aircraft of each
participating air carrier throughout the data collection.
I f the survival rate during the test period had been higher,
then the projected nunber of lives that potentially could be

saved over tine would be higher; however, this cannot be
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established fromthe data received during the July 1998-June
1999 ti nefrane.

In spite of these limtations, however, the FAA can
conclude fromthe data collection that deaths occur on air
carriers and that certain nmedical interventions can be
useful and may change the outcone for sone.

G ven the normal circunstances of flight, (e.g.
reduced air pressure, reduced humdity, high anbient noise
| evel s, reduced space, possible air turbul ence, del ayed
access to the nost effective hospital care, etc.) the
aircraft is a difficult environment in which to treat a
serious nedical event, cardiac or otherw se. Wen serious
medi cal incidents do occur in flight, however, having
enhanced energency nedi cal equi pnent avail abl e may
facilitate the response of flight attendants, and ot hers who
may vol unteer to assist them
Ceneral Discussion of the Proposal

The data col |l ection reveal ed that four passengers who
were adm ni stered at | east one AED shock during flight
survived and the FAA has confirned that these passengers
continue to survive. Subsequent to the data collection,
further FAA investigation has reveal ed that nore passengers,
and a flightcrew nenber, have had sim |l ar experiences.
Therefore, the option of not requiring action appears

I nappropri ate.
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The FAA revi ewed various ways of proposing this action
before deciding on what it determ ned would be an
appropriate course of action. In particular, the FAA
considered an action that would amend 14 CFR part 91 to
all ow specifically the use of AED s on board aircraft. It
was determ ned that this action would not be adequate,
however, because it would not address issues such as
mai nt enance and safe and appropri ate usage of the device.
The FAA determ ned that, to provide for the safe carriage
and appropriate usage of AED' s, it was necessary to anmend
part 121 to nodify current energency nedi cal equi pnment and
enmergency nedical training requirenents to appropriately
addr ess AED usage.

Therefore, the FAA is proposing that all air carriers
oper ati ng passenger-carrying airplanes under part 121 with a
maxi mum payl oad capacity of nore than 7,500 pounds, and
required to have at |east one flight attendant on board,

take the foll ow ng actions:
Have at | east one AED on board each flight.

Require initial and recurrent training for al

flight attendants on AED usage and in CPR

Require initial training for all pilots on the

| ocation of the AED and its instruction set.

Enhance energency nedical kits to include the

foll ow ng additional nedications: non-narcotic
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anal gesi ¢ (such as acet am nophen, 325 ny, or

i buprofen, 200 ng, or equivalent); oral
anti hi stam ne (such as di phenhydram ne, 25 ng or

equi valent); aspirin (325 ng); atropine (0.5 ng, 5cc
singl e dose anpul e or equivalent); a bronchodil ator

i nhal er (such as al buterol, netered dose inhaler or
equi valent); lidocaine (5 cc, 20 ng/m, injectable,
singl e dose anpul e or equivalent) and saline

solution (500 cc) for intravenous infusion.

Enhance energency nedical kits to include the

foll ow ng additional equipnent: an |V adm nistration

kit with connectors (and, for placing the IV,

al cohol sponges, tape, bandage scissors, and a

tourniquet); a self-inflating manual resuscitation

device with three sizes of masks (one pediatric, one

smal |l adult, one large adult), such as an AMBU bag;

and three sizes of CPR masks (one pediatric, one

smal | adult, one large adult).

Require initial, famliarization training on

enhanced energency nedical kit content for al

crewnenbers.

It should be noted that the decision to offer treatnent

or take other action (including safe diversion of the
aircraft) is discretionary with the air carrier and its

agents. Wiile the FAA believes that this action is
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justified, it is also aware that addi ng enhancenents to the
medi cal kit could result in their unintentional m suse.
Passenger expectations regarding the |evel of nedical care
shoul d not be unrealistically raised by this action.
Onboard nedi cal assistance will continue to be discretionary
as well as limted and nust be regarded as energency
treatnment with no unrealistic expectations of favorable

out cones for passengers having nedical events in flight.
The FAA believes that it is unrealistic to expect
crewrenbers to achieve the sane | evel of proficiency as
ener gency nedi cal personnel who perform nedi cal procedures
routinely on a daily basis.

It is recognized that the availability of these
enhancenents (equi pnent and nedication) will not elimnate
the logistical and nedical difficulties experienced in
attenpting to treat a stricken passenger effectively while
in flight. The intent of the regulation is to provide
options for treatnment, not to raise expectation in the
passenger or physician conmunity regarding the |evel of
medi cal care available in flight.

Section-by-Section Discussion of the Proposal

The FAA proposes to anmend 14 CFR part 121 by adding
subpart X and by anendi ng appendi x A and the follow ng
sections: 8§ 121.303, 121.309, 121.323, 121.325, 121.415,

121.417, 121.427. A mnor editorial amendnent is proposed
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for part 135 under 8 135.177. These nodifications are
descri bed bel ow.
Section 121.303 Airplane instrunents and equi pnent.

Par agraphs (b) and (d) of § 121.303 currently address
ai rworthi ness requirenents and operabl e conditions for
ai rplane instrunents and equi pnment. Under this proposal,
par agr aphs (b) and (d)(2), which reference other sections
including 8 121. 309, would be nodified to include a
reference to proposed § 121.803.

Section 121. 309 Enmergency equi pnent.

Par agraph (d) of 8§ 121.309 currently addresses first
aid and energency nedi cal equi prent and protective gl oves.
Under this proposal, the provisions would be noved to
proposed subpart X, and paragraph (d) of § 121.309 woul d be
renmoved and reserved.

Section 121.323 Instrunents and equi pnent for operation at
ni ght.

Section 121.323 currently addresses instrunments and
equi pnent for operations at night. The introductory
par agr aph references other sections including 8§ 121.309.
Under this proposal, the introductory paragraph woul d be
nodi fied to include a reference to the proposed § 121. 803.

Section 121.325 Instrunents and equi pnment for operations

under | FR or over-the-top.
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Section 121.325 currently addresses instrunents and
equi pnent for operations under |IFR or over-the-top. The
i ntroductory paragraph references other sections including
8 121.309. Under this proposal, the introductory paragraph
woul d be nodified to include a reference to proposed
§ 121. 803.

Section 121.415 Crewnenber and di spatcher training
requirenents.

Paragraph (a)(3) currently requires each training
programto provide ground training, including energency
training for crewenbers as specified in § 121.417. Under
this proposal, paragraph (a)(3) would be nodified to
reference energency training specified in both § 121.417 and
proposed § 121. 805.

Section 121.417 Crewnenber energency training.

Paragraph (b)(2)(ii) currently requires, in part, that
crewnenbers receive individual instruction in the |ocation,
function, operation, and proper use of first aid equipnent.
Paragraph (b)(3)(iv) currently requires, in part, that
crewnenbers receive instruction in handling “illness,
injury, or other abnormal situations” involving passengers
or crewnenbers and that this training include
famliarization wwth the energency nedical kit. Under this

proposal, the provisions would be nodified and noved to
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proposed subpart X. Paragraphs (b)(2)(ii) and (b)(3)(iv) of
§ 121. 417 therefore woul d be renoved and reserved.
Section 121.427 Recurrent training.

Paragraph (b)(2) of 8§ 121.427 currently requires
recurrent training instruction, as necessary, in the
subjects required for initial ground training by
8§ 121.415(a), as appropriate, including enmergency training
(not required for aircraft dispatchers). Under this
proposal , paragraph (b)(2) would be nodified to reference
energency training specified in proposed § 121. 805.

Subpart X Energency nedi cal equi pnent and training.

Under this proposal, subpart X would be added to part
121 to descri be energency nedi cal equi pnment and requirenents
for instruction applicable to all certificate hol ders
operating certain passenger-carrying airplanes. These
requi renents woul d i nclude existing requirenents for
energency nedi cal equi pnent and training that would be
nodi fi ed and noved to this new subpart.

Section 121. 803 paragraph (a) woul d adopt existing
§ 121.309 (a) requirenents and add the words “unl ess
authorized by the Adm nistrator.” These words woul d be
added to cover situations in which an AED may be inoperable
or not available for flight. 1In such cases, the certificate
hol der woul d have to obtain approval fromthe FAA principal

operations inspector before operating a flight.
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Section 121.803 paragraph (b) woul d adopt provisions of
existing 8 121.309 (b) regarding inspection, accessibility,
and marking requirenents for energency equi pnment.

Section 121.803 paragraphs (c)(1) and (2) would require
each passenger-carrying airplane to have approved first-aid
kits and a nodi fied enmergency nedical kit (in airplanes for
which a flight attendant is required). The required m ni num
nunber of first-aid kits is specified under part 121,
appendi x A, as are the specifications and requirenents for
the emergency nmedical kit. This requirenment is currently
specified in paragraph (d) of § 121.309.

Paragraph (c)(3) of 8§ 121.803 is a new provision that
would require, in airplanes for which a flight attendant is
requi red, an approved AED.

Paragraph (b)(2) of 8§ 121.805 would include a provision
that all crewrenbers be instructed in the |ocation,
function, and operation of energency nedi cal equi pnent
whi ch, under the proposal, would include nodified energency
medi cal kits and AED's. This requirenment is currently
specified in paragraph (b)(2)(ii) of § 121.417.

Par agraph (b)(3) of 8§ 121.805 would include a provision
that all crewrenbers be instructed in the handling of
ener gency nedi cal events involving passengers or crewrenbers

to include famliarization with the energency nedical kit,
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as nodified under the proposal. This requirenent is
currently specified in paragraph (b)(3)(iv) of § 121.417.

Paragraph (b)(4) of 8§ 121.805 would include additional provisionsfor flight attendantsthat
would require appropriateinstruction in the proper use of AED’s; appropriate instruction in CPR;
and appropriaterecurrent training in theuse of AED’sand in CPR. All emergency medical training
would have to be completed befor e 36 months after the effective date of therule. Theinstruction
required under proposed § 121.805(b)(4) would bein addition to the programmed hours of training
required for flight attendants under 88 121.421 and 121.427.

Specific training-hour requirenments are not proposed
under this regulatory action. Since sone air carriers have
al ready voluntarily enhanced energency nedi cal response
capabilities and have initiated and i nplenented specific
training prograns, it would be overly burdensone to try to
standardi ze training. The FAA anticipates, however, that
the initial and recurrent instruction that woul d be needed
in CPR and in AED usage would conformto national prograns
conducted for ground-based trainees who initially certify
and recertify in CPR procedures and AED usage. These
national progranms would include those offered, for exanple,
by the American Heart Association or the American Red Cross.
The FAA proposes that recurrent instruction in the proper
use of AED s and in CPR procedures be conducted at | east
once every 24 nonths.

It is expected that sone time will be required for air
carriers to nodify training prograns, to enhance energency

medi cal kits and associ ated protocols, and to procure AED s.

30



Therefore, the agency is proposing that a final rule take
effect 36 nonths after publication. This would nean that
the required training nust be conpleted wthin 36 nonths
after the effective date and before conpliance is required.
Appendi x Ato part 121-First-aid kits and enmergency nedi cal
kits.

Appendi x A sets forth the specifications and
requirenents for first-aid kits and enmergency nedi cal kits.
Under this proposal, appendix A would be anended to include
an AED and proposed enhancenents to the energency nedi cal
kit. The appendi x al so woul d be revised for overal
clarity; specific amendnents are described bel ow
“First-aid Kits”

The reference to “Federal Specification GG K-391a”
woul d be deleted. This reference is obsolete as the
specification was cancelled as of July 6, 1986. No changes
are proposed for either the quantity of kits required or the
cont ent .

“Emergency Medical Kit”
This section would be anended to propose that the
follow ng be included in an approved energency nedical kit:

Medi cations: oral antihistam ne, non-narcotic
anal gesic, aspirin, atropine, a bronchodilator, additional

epi nephrine, lidocaine, and saline for intravenous infusion.
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Equi prent: an IV admnistration kit with connectors
(and, for placing the IV, alcohol sponges, tape, bandage
scissors, and a tourniquet); a self-inflating nanual
resuscitation device with three sizes of masks (1 pediatric,
1 small adult, and 1 |arge adult), such as an AMBU bag; and
three sizes of CPR masks (1 pediatric, 1 small adult, and 1
| arge adult).

Par agraph (4) under “Enmergency Medical Kits” would be
renmoved. This paragraph was added under 1994 action to
require protective gloves. Because all affected air
carriers have now conplied with the requirenent, the
conpliance date is no | onger needed and nay be renobved. It
shoul d be noted, however, that the FAA proposes to change
the reference to protective gloves from“protective | atex
gl oves or equivalent” to “protective nonperneabl e gl oves or
equi valent.” \Wen the energency nedical kit action was
first adopted, potential for allergic reaction to | atex was
not clear. Because there may be a potential for allergic
reaction to | atex, however, the FAA has determned that it
woul d be best to renove the reference to | atex under this
action.

Rati onal e for anendi ng the energency nedical kits

The FAA's study entitled “The Eval uation of |n-Flight

Medi cal Care Aboard Selected U S. Air Carriers from 1996 to

1997,” reveals that an oral antihistamne (used mainly to
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relieve synptons associated with allergies and hay fever), a
non-narcotic analgesic (used mainly to relieve nmuscle aches
and headaches), and a bronchodilator inhaler (used to help
restore normal breathing in asthmatics) are appropriate for
inclusion in air carrier emergency nedical kits.

The FAA consulted wth the University of Cklahons,
Department of Biostatistics and Epi dem ol ogy in anal yzi ng
the data received for this study. Frequency response and
conti ngency anal yses were perforned, giving special
attention to itens that are not part of the currently
mandat ed energency nedi cal kit that were used during in-
flight nmedical events. |If such itens appeared to have been
obt ai ned and used frequently, it suggested that they should
be considered for inclusion. Upon review of the data,
researchers determ ned that additional itens should be
considered for inclusion in the nedical kit if the itemwas
used in nore than 1 or 2 percent of all cases. After
identifying itens that m ght be considered for inclusion in
the nmedical kit, their effect on in-flight nmedical care was
investigated. O those itens that potentially could be
added to the kit, a bronchodilator inhaler and an oral
anti hi stam ne appeared to have the greatest effect on
passengers; anal gesic therapy al so showed effective results.

The recent data collection mandated by the Act did not

reveal a need for any further nodification of the energency
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medi cal kits. N troglycerin and epi nephrine, already
required itenms, were the nedications nost commonly reported
as being used. Atropine and IV saline were used one tine
each.

Because the FAA proposes to require AED carri age,
however, it is appropriate to require the followng itens in
t he emergency nedical kits that m ght be useful to nedica
personnel who may treat a stricken passenger(s):

Aspirin: a general oral nedication that nay be needed
to alleviate head and nuscl e aches and, possibly, a cardiac
event.

Atropine: a drug, nost effectively adm nistered
intravenously and used to increase heart rate, that may be
needed to assi st a passenger with an unstable cardiac
rhyt hm

Li docai ne: a drug, nost effectively adm nistered
i ntravenously, that nmay be needed in cases of
unresponsi veness to defibrillation and possibly for
mai nt enance of normal heart rhythm after successful
defibrillation.

An IV adm nistration kit with connectors (and, for
pl acing the IV, al cohol sponges, tape, bandage scissors, and
a tourniquet): for admnistering IV drugs (e.g., atropine

or lidocaine) that nmay be needed to sustain heart function.
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A self-inflating manual resuscitation bag (with 3
masks: 1 pediatric, 1 small adult, and 1 large adult): that
may be needed for continuation of respiratory support.

CPR masks (1 pediatric, 1 small adult, 1 large adult):
that may be needed if CPR is required.

The FAA has determ ned that these additions are
justified based on the proposed addition of the AED and on
best nedical practice. It should be noted that an
addi tional preparation of epinephrine, a drug that may be
used for heart stinulation, also is being proposed. This
additional preparation is intended to conpl enent the dosage
of epinephrine currently required which is intended for use
as a nuscl e rel axant.

Comrents on these proposed additions to the energency
medi cal kits are specifically invited.

“Approved” first-aid kit and “approved” energency
medi cal kit would continue to nean that the FAA principal
operations inspector assigned to the holder of an operating
certificate exercises approval for the Adm nistrator, as
appropriate, of equipnment to be carried aboard a certificate
hol der’ s aircraft.

“Aut omat ed External Defibrillator”

This section would be added to set forth AED

specifications. Currently, AED s are powered by primary

(not rechargeable) lithiumbatteries. Safety of these
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batteries is stressed because extrenely energetic materials
are used in lithiumcells and they are not intrinsically
safe. Safety concerns include the possibility of fire,

expl osion, and the venting of toxic or flammble gases.

In this regard, and given the Iimtations of the aircraft
envi ronnent, AED carriage on aircraft presents speci al
circunstances in terns of the storage of the device and
proper maintenance. Therefore, certificate hol ders nust be
vi gi l ant about inspecting and visually checking the device
and its battery on a regular basis. The FAA proposes to
enhance the | evel of safety by requiring that certificate
hol ders conply with all requirenents in applicable Flight
Standards Information Bulletins for Airworthiness, such as
the one for nedical portable electronic devices (FSAW 98-
05), and in applicable Technical Standard Orders, such as
the one for lithiumbatteries (FAA TSO-C142).

“U.S. Food and Drug Adm ni stration-approved AED’ woul d
mean that the U S. Food and Drug Adm ni stration has approved
t he device for nedical use and that the device conforns to
its standards. “Qtherw se approved by the Adm nistrator”
woul d nean that certificate holders would have to seek
i ndi vi dual approval from FAA principal operations inspectors

for power sources for which an FAA TSO does not exi st.
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Section 135.177, Enmergency equi pnent requirenments for
aircraft having a passenger seating configuration of nore
than 19 passengers.

This section would be anended to renove the obsol ete
reference to “Federal Specification G&GK-391a” and to
generally conformto clarifying | anguage proposed for part
121, appendix A. No content changes are proposed under this
action.

Paperwor k Reduction Act

I n accordance with the Paperwork Reduction Act of 1995
(44 U.S.C. 3507 (d)), the FAA has determned that there are
no requirenments for information collection associated with
this proposed rule.

I nternational Conpatibility

In keeping with U.S. obligations under the Convention
on International Cvil Aviation, it is FAA policy to review
International Cvil Aviation Organization (1 CAO Standards
and Recomended Practices (SARP's) and to conply to the
maxi mum ext ent possi bl e.

| CAO Standard (Annex 6, Part 1, Chapter 6, Section
6.2.2) states that airplanes shall be equipped with
“accessi bl e and adequat e nedi cal supplies appropriate to the
nunber of passengers the aeroplane is authorized to carry.”
| CAO Recommended Practice (Annex 6, Part 1, Chapter 6

Section 6.2.2) states that nedical supplies should conprise
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“one or nore first-aid kits” and “a nedical kit for the use
of nedical doctors or other qualified persons in treating
in-flight nedical energencies for aeroplanes authorized to
carry nore than 250 passengers.” Attachment B to this
Recomended Practice lists, in part, the “typical contents”
of first-aid kits and energency nedical kits.

Part 121, Appendix A, as currently drafted, conplies
with these | CAO SARP's insofar as first-aid kits and
energency nedical kits are required to be carried. Part
121, Appendi x A does not include all | CAO reconmended
energency nedical kit itens under | CAO Attachnent B,
however, and does not specify who is authorized to use the
energency nedical kit.

The FAA proposes to add to the energency nedical kits
those itens warranted for inclusion as a result of its study
entitled “The Evaluation of In-Flight Medical Care Aboard
Selected U.S. Air Carriers from1996 to 1997” and those
itens necessary to support AED protocol. The FAA concurs
with the recomrendati on that energency nedical kits be used
by qualified and trai ned personnel only. Adding such a
requi renent to part 121, however, would involve defining the
various nedi cal specialties and, perhaps, |limting access to
the extent that the only person available to assist on a

flight mght not be included.

38



| CAO Standard (under Annex 6, Part 1, Chapter 12,
Section 12.4) states, in part, that cabin attendants shal
conplete training prograns that ensure that each person is
“drilled and capable in the use of energency and |ife-saving
equi pnent required to be carried, such as . . . ., ,first-aid
kits.” Existing 8 121.417 and proposed 121.805 conply with
t hese | CAO gui del i nes.

| CAO SARPS do not address AED usage on aircraft.
Regul at ory Eval uati on Sunmmary

Changes to Federal regul ations nust undergo several
econom ¢ anal yses. First, Executive Order 12866 directs
t hat each Federal agency shall propose or adopt a regulation
only upon a reasoned determ nation that the benefits of the
intended regul ation justify its costs. Second, the
Regul atory Flexibility Act of 1980 requires agencies to
anal yze the econom c effect of regulatory changes on snal
entities. Third, OVMB directs agencies to assess the effect
of regul atory changes on international trade. In conducting
t hese anal yses, the FAA has determ ned this proposed rule is
a “significant regulatory action” under section 3 (f) of
Executive Order 12866 and, therefore, is subject to review
by the Ofice of Managenent and Budget. This proposed rule
is considered significant under the regulatory policies and
procedures of the Department of Transportation (44 FR 11034,

February 26, 1979). This proposed rule would not have a
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significant inpact on a substantial nunber of small

entities. Furthernore, this proposal would not constitute a
barrier to international trade. The FAA invites the public
to provide comments and supporting data on the assunptions
made in this evaluation. Al comrents received wll be
considered in the final regulatory eval uati on.

Benefits

The proposed rule is intended to require equi prment that
m ght preserve the lives of passengers who have serious
cardi ac nedi cal events on board commerci al airplanes
operating under part 121 for which a flight attendant is
requi red and with a maxi nrum payl oad of nore than 7,500
pounds. This proposal would require certain passenger-
carrying air carrier operators to carry AED s on board their
aircraft and to augnent currently required energency nedical
kits with additional nedications and nedi cal equi pnment.

Anot her requirenent of this proposal is to augnent the
energency nedical training of crewrenbers, in particular
flight attendants and those who may assist them for
responding to in-flight nmedical events.

Medi cal reporting shows that the chances of surviving
ventricular fibrillation, a critical cardiac event, are
enhanced by the application of AED technol ogy. Aero-nedical
groups have recommended pl acing AED s on board airplanes and

the experiences of airlines that already carry AED s have
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been positive. Up to 15 different Air Transport Associ ation
menbers participated in a 1-year in-flight nedical event
data collection effort in cooperation with the FAA. This
effort was in response to one of the provisions of the
Avi ation Medical Assistance Act of 1998. The data were
collected for the period July 1, 1998, through
June 30, 1999. There were 188 death or threat-of-death
incidents resulting in a total of 108 deaths. (It should be
noted that 11 of these incidents occurred on the ground.)
AED s were used a total of 17 times, 14 tinmes to deliver at
| east one shock on board an aircraft. Fromthese events,
four passengers were reported as having survived. Assum ng
the four passengers survived due to the use of AED s, the
AED survival rate per hundred mllion passenger enpl anenents
is 0.7193. The survival rate may have been different if
AED s had been aboard all participating carriers’ aircraft
for the entire data collection period. |If the survival rate
during the test period had been higher, then the projected
nunber of |ives saved over the next 10 years woul d be
hi gher. However, since this nunber cannot be established
fromthe avail able data, the FAA will use the conservative
proj ecti on.

Applying the survival rate to the estimted 7.5819

billion enpl aned passengers over the next 10 years may
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result in 55 passenger nedical event outcones bei ng changed
by AED s during that period.

The FAA acknow edges the difficulty of quantifying
benefits with any precision at this stage of the rul emaking.
The FAA also believes that there is nmerit in continuing to
collect data on in-flight nedical incidents. Therefore, the
FAA may propose in the future that data be collected on al
uses of the energency nedical kits and AED s by the
certificate holder or its agents. This data would be used
to further refine the contents of and training for the use
of the nmedical kits and the AED's. Data would be collected
directly fromthe certificate holders in a manner prescribed
by the Adm nistrator. The FAA seeks comment on the need for
further data collection. The FAA may al so issue a
suppl enentary notice to elicit comments on a specific

proposed data col |l ection.

Cost s
The FAA has anal yzed the expected costs of this
regul atory proposal for a 10-year period, 2000 through 2009.
Al'l costs in this analysis are expressed in 1998 doll ars.
The estimated industry costs over 10 years total $138.1
mllion, or $95.6 million discounted. These costs consi st
of the initial cost to equip the aircraft, for carriers who

have not voluntarily placed AED s and energency nedical kits
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aboard their aircraft; the cost of equipping new aircraft
that the industry wll add to the fleet over the next 10
years; the cost of maintaining the equi pment and repl aci ng
nmedi cations, and the weight penalty cost of carrying the
additional equipnent. |In addition, the carriers wll incur
the cost of initially training flight attendants in the
proper usage of the AED s and for recurrent training. The
cost of AED's is estimated at $26.7 mllion, ($20.2 mllion
di scounted); the cost of upgrading the energency nedi cal
kits at $4.0 million, ($2.8 nmillion discounted); and
additional fuel is estimated to cost $4.4 mllion, ($3.0
mllion discounted). The training of flight attendants is
estimated to cost $103.0 million, ($69.7 mllion

di scount ed) .

The flight attendants receiving the training as a
result of this proposal would probably view this as
enhancing their job skills and could lead to efforts to
rai se their wages based on this perception. The FAA has no
basis for estimating this possible inpact on industry costs.
Public coments are invited; the FAA requests that al
coments be acconpani ed by clear and detail ed econom c
docunent ati on.

Cost-Benefit Anal ysis
| f the proposed rul e becones effective, the FAA

estimates that as many as 55 passenger nedi cal outcones
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coul d possibly be changed over the next 10 years. Based on
the estimated cost of $138.1 million and an estinmated 55
lives possibly saved, the rule is estimated to cost $2.5

mllion per life saved.

Approximately $88 mllion of the total cost will be borne by
the air carriers that have voluntarily placed the AED s and
expanded energency nedical kits aboard their aircraft
principally due to the cost of recurrent training of flight
attendants. The cost to najor carriers that currently do
not carry this equipnment is estimted at $39 nmillion and
smal | carriers would incur a cost of $11 mllion as a result

of this proposal.

The FAA invites public comments and requests that all
coments be acconpanied with clear and detail ed economc
docunent ati on.

Initial Regulatory Flexibility Determ nation

The Regul atory Flexibility Act of 1980 (RFA)
establishes “as a principle of regulatory issuance that
agenci es shall endeavor, consistent with the objective of
the rule and of applicable statues, to fit regulatory and
i nformational requirenments to the scale of the business,
organi zati on, and governnent jurisdictions subject to
regul ation.” To achieve that principal, the Act requires
agencies to solicit and consider flexible regulatory

proposals and to explain the rationale for their actions.



The Act covers a wi de-range of small entities, including
smal | busi nesses, not-for-profit organizations and smal |
governmental jurisdictions.

Agenci es nust performa review to determ ne whether a
proposed or final rule will have a significant economc
i npact on a substantial nunber of small entities. |If the
determnation is that it will, the agency nmust prepare a
regulatory flexibility analysis (RFA) as described in the
Act .

However, if an agency determ nes that a proposed or
final rule is not expected to have a significant economc
i npact on a substantial nunber of small entities, section
605 (b) of the 1980 act provides that the head of the agency
may so certify and a RFAis not required. The certification
must include a statenment providing the factual basis for
this determ nation, and the reasoning should be clear.

The Smal | Business Adm nistration suggests that “small”
represent the inpacted entities with 1,500 or fewer
enpl oyees. For this proposed rule, the small entity group
is considered to be part 121 operators (Standard I ndustri al
Cl assification Code 4512) with 1,500 or fewer enployees.
The FAA has identified a total of 60 operators that neet
this definition.

To determ ne the inpact of the proposed rule on snal

part 121 operators, the FAA has estimated the annualized
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cost inpact on each of those small entities potentially

i npacted by the proposed rule. The proposed rule is
expected to i npose an estimated cost of $10.9 million on the
60 small entities over the next 10 years. The annuali zed
cost per snall operator is estimated at $18,300. This
anount represents |l ess than one-tenth of the annual cost
($265,300, in 1998 dollars) to small operators that the FAA
considers economcally significant in that it nay entai
either an increase in airline ticket fares or a requirenent
to create operating cost efficiencies to preserve the
econom c stability of inpacted airlines. None of the 60
part 121 small entities would incur a substantial economc
inpact in the formof higher annual costs in excess of

$265, 300, as the result of the proposed rule.

Therefore, the FAA has determ ned that this proposed
rul e would not have a significant inpact on a substanti al
nunber of small entities. Accordingly, pursuant to the
Regul atory Flexibility Act, 5 U S.C. 605 (b), the Federal
Avi ation Adm nistration certifies that this rule would not
have a significant econom c inpact on a substantial nunber
of small entities.

I nternational Trade |Inpact Assessnent
The provisions of this proposed rule would have little

or no inpact on trade for U S. firns doing business in
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foreign countries and foreign firms doing business in the
United States.

A nunber of foreign carriers carry AED s and enhanced
energency nedical kits on flights to and fromthe United
States. U.S. carriers that have voluntarily upgraded their
ener gency nedi cal equi pnent account for a majority of the

U S -flag international service.

Federalism I nplications

The FAA has anal yzed this proposed rul e under the
principles and criteria of Executive Order 13132,
Federalism It has determned that this action will not
have a substantial direct effect on the States, on the
rel ati onshi p between the national Governnent and the States,
or on the distribution of power and responsibilities anong
the various |l evels of governnent. Therefore, the FAA has
determned that this final rule does not have federalism
inplications.”
Unf unded Mandat es Ref or m Act

Title I'l of the Unfunded Mandates Reform Act of 1995
2 US C (the Act), codified in 2 U S C 1501-1571
requi res each Federal agency, to the extent permtted by
law, to prepare a witten assessnent of the effects of any
Federal mandate in a proposed or final agency rule that may

result in the expenditure by State, |ocal, and tri bal
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governnents, in the aggregate, or by the private sector, of
$100 million or nore (adjusted annually for inflation) in
any one year. Section 204(a) of the Act, 2 U S. C. 1534(a)
requi res the Federal agency to develop an effective process
to permt tinmely input by elected officers (or their
desi gnees) of State, local and tribal governnents on a
proposed “significant intergovernnental nmandate.” A
“significant intergovernnental nmandate” under the Act is any
provision in a Federal agency regul ation that woul d i npose
an enforceable duty upon State, local, and tri bal
governnents, in the aggregate of $100 million (adjusted
annually for inflation) in any one year. Section 203 of the
Act, 2 U S.C. 1533, which supplenents section 204(a),
provi des that before establishing any regul atory
requi renents that mght significantly or uniquely affect
smal | governnents, the agency shall have devel oped a pl an
that, anmong other things, provides for notice to potentially
affected small governnents, if any, and for a neaningful and
tinmely opportunity to provide input in the devel opnent of
regul at ory proposals.

Thi s proposed rul e does not contain a Federal
i ntergovernnental or private sector mandate that exceeds

$100 mllion a year.
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Envi ronmental Anal ysi s

FAA Order 1050. 1D defines FAA actions that may be
categorically excluded from preparation of a Nationa
Environnmental Policy Act (NEPA) environmental assessnent or
environmental inpact statenment. |n accordance with FAA
Order 1050. 1D, appendi x 4, paragraph 4 (j), this rul emaking
action qualifies for a categorical exclusion.
Ener gy | npact

The energy inpact of the notice has been assessed in
accordance with the Energy Policy and Conservation Act
(EPCA) P.L. 94-163, as anended (43 U S.C 6362) and FAA O der
1053.1. It has been determned that the notice is not a
maj or regul atory action under the provisions of the EPCA
Li st of Subjects
14 CFR Part 121

Air carriers, Aircraft, Airnmen, Al cohol abuse, Aviation
safety, Charter flights, Drug abuse, Drug testing, Reporting
and recordkeeping requirenents, Safety, Transportation.
14 CFR Part 135

Aircraft, Airnen, Aviation safety, Reporting and
recor dkeepi ng requirenents.

The Proposed Anendnent
In consideration of the foregoing, the Federal Aviation

Adm ni stration proposes to anend parts 121 and 135 of Title
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14, Code of Federal Regulations (14 CFR parts 121 and 135)
as foll ows:

PART 121 — OPERATI NG REQUI REMENTS: DOMESTI C, FLAG AND
SUPPLEMENTAL OPERATI ONS

1. The authority citation for part 121 continues to
read as foll ows:

Authority: 49 U S. C. 106(g), 40113, 40119, 44101,
44701- 44702, 44705, 44709-44711, 44713, 44716-44717, 44722,
44901, 44903-44904, 44912, 46105.

2. Anmend 8§ 121. 303 by revising paragraphs (b) and
(d)(2) to read as foll ows:

§ 121.303 Ai rplane instrunents and equi pnent.

(b) Instrunents and equi prent required by 88 121. 305
t hrough 121. 359 and 121. 803 nust be approved and installed
in accordance with the airworthiness requirenments applicable
to them

(d) * * *

(2) Instruments and equi pnent specified in 88 121. 305
t hrough 121.321, 121.359, 121.360, and 121.803 for al
operations, and the instrunents and equi pnent specified in
88 121. 323 through 121.351 for the kind of operation
i ndi cat ed, wherever these itens are not already required by

paragraph (d)(1) of this section.
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*x * * % %

§ 121.309 [ Amrended]

3. Anend 8§ 121.309 by renoving and reserving paragraph
(d).

4. Amend 8§ 121.323 by revising the introductory text
to read as follows:

§ 121.323 Instrunents and equi pnment for operations at
ni ght .

No person may operate an airplane at night under this
part unless it is equipped with the follow ng instrunents
and equi pnment in addition to those required by 88 121. 305
t hrough 121. 321 and 121. 803:

5. Amend 8 121.325 by revising the introductory text
to read as follows:

8 121.325 Instrunments and equi pnment for operations under
| FR or over-the-top.

No person nmay operate an airplane under |FR or over-
the-top conditions under this part unless it is equipped
with the follow ng instrunments and equi pnment, in addition to

those required by 88 121. 305 through 121. 321 and 121. 803:

*x * * % %

6. Anend § 121.415 by revising paragraph (a)(3) to
read as foll ows:

§ 121.415 Crewnenber and di spatcher training requirenents.
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(a) * * *

(3) For crewrenbers, energency training as specified in
88 121.417 and 121. 805.

§ 121.417 [ Anended]

7. Amend 8§ 121.417 by renoving and reserving
par agraphs (b)(2)(ii) and (b)(3)(iv).

8. Amend 8 121.427 by revising paragraph (b)(2) to
read as foll ows:

§ 121.427 Recurrent training.

(b) * * *

(2) Instruction as necessary in the subjects required
for initial ground training by 88 121.415(a) and 121. 805, as
appropriate, including enmergency training (not required for
aircraft dispatchers).

9. Anmend part 121 by adding subpart X to read as
fol |l ows:

Sec.

Subpart X -- Energency Medical Equi pnent and Trai ni ng

121. 801 Applicability.

121. 803 Emer gency nedi cal equi pnent.

121. 805 Crewnrenber training for in-flight nedical events.

Subpart X -- Energency Medical Equi pnent and Trai ni ng

52



§ 121.801 Applicability.

This subpart prescribes the energency nedi cal equi pment
and training requirements applicable to all certificate
hol ders operating passenger-carrying airplanes under this
part.

8§ 121.803 Emergency nedi cal equipnent.

(a) No person may operate a passenger-carrying airplane
under this part unless it is equipped with the energency
medi cal equipment listed in this section or unless
aut hori zed by the Adm nistrator.

(b) Each equipnment itemlisted in this section--

(1) Must be inspected regularly in accordance with
i nspection periods established in the operations
specifications to ensure its condition for continued
serviceability and i medi ate readiness to performits
i nt ended ener gency purposes;

(2) Must be readily accessible to the crew and, with
regard to equi pnent located in the passenger conpartnent, to
passengers;

(3) Must be clearly identified and clearly narked to
indicate its nethod of operation; and

(4) When carried in a conmpartnent or container, nust be
carried in a conpartment or container marked as to contents
and the conpartnent or container, or the itemitself, nust

be marked as to date of | ast inspection.
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(c) For treatnent of injuries, nedical events, or mnor
accidents that mght occur during flight tinme each airplane
must have the foll owm ng equi pnent that neets the
specifications and requirenments of appendix A of this part:

(1) Approved first-aid kits.

(2) I'n airplanes for which a flight attendant is
requi red, an approved energency nedical kit, as nodified
effective [36 nonths after the effective date of the final
rule.]

(3) In airplanes for which a flight attendant is
requi red and with a maxi nrum payl oad capacity of nore than
7,500 pounds, an approved automated external defibrillator
as of [36 nonths after the effective date of the final
rul e].

8§ 121.805 Crewrenber training for in-flight nedical events.

(a) Each training program nust provide the instruction
set forth in this section with respect to each airpl ane
type, nodel, and configuration, each required crewrenber,
and each kind of operation conducted, insofar as appropriate
for each crewrenber and the certificate hol der.

(b) Training nust provide the foll ow ng:

(1) Instruction in procedures for responding to
medi cal events including coordinati on anong crewrenbers.

(2) Instruction in the location, function, and

operation of energency nedi cal equipnent.

54



(3) Instruction in the handling of nmedical events
i nvol vi ng passengers or crewnenbers to include
famliarization wwth the energency nedical kit, as nodified
on [36 nonths after the effective date of the final rule].

(4) For each flight attendant --—

(1) Instruction in the proper use of automated external
defibrillators, in addition to the programred hours of
instruction required by 8§ 121.421(c).

(1i) Instruction in cardiopul nonary resuscitation, in
addition to the programmed hours of instruction required by
§ 121.421(c).

(1i1) Recurrent training in the proper use of autonated
external defibrillators and in cardi opul nonary
resuscitation, at |east once every 24 nonths, in addition to
the instruction required by 8§ 121.427(c).

10. Revise Appendix Ato part 121 as foll ows:

APPENDI X A TO PART 121 - FIRST-AID KITS AND EMERGENCY
MEDI CAL KI TS

Approved first-aid kits, at |east one approved
enmergency nedical kit, and at | east one approved autonated
external defibrillator required under 8§ 121.803 of this part
must be readily accessible to the crew, stored securely, and
kept free fromdust, npoisture, and damagi ng tenperatures.

First-Aid Kits
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1. The m ni mum nunber of first-aid kits required is

set forth in the follow ng table:

No. of passenger seats No. of first-aid kits
0- 50 e 1
51-150. e 2
151- 250 i 3
More than 250........ccccceeiiiiiiiiinianne. 4

2. Except as provided in paragraph (3), each approved
first-aid kit nmust contain at |east the follow ng
appropriately maintained contents in the specified

guantities:

Contents Quantity
Adhesi ve bandage conpresses, 1-inch................. 16
Antiseptic SWaDS...oii e 20
Ammoni a i nhal ant ... 10
Bandage conpresses, 4-inNCh....cccocioiiiiiiiiciciiiniannn. 8
Triangul ar bandage conpresses, 40-inch........... 5
Armsplint, noninflatable......c.cooiiiiii, 1
Leg splint, noninflatable.....ccocccoviiiiiiiiiiiiniannn, 1
Rol I er bandage, 4-inch.......iiiiiiinnns 4
Adhesi ve tape, 1l-inch standard roll ................. 2
Bandage SCi SSOI S .t iei et e e e e 1

3. Armand leg splints which do not fit wthin a
first-aid kit may be stowed in a readily accessible |ocation
that is as near as practicable to the kit.

Enmer gency Medical Kits

1. At |east one approved energency nedical kit that

must contain at |east the follow ng appropriately naintained

contents in the specified quantities:
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Contents Quantity

Sphygnonanonet er 1

St et hoscope . e e e e s 1

Ai rways, oropharyngeal (3 sizes): 1 pediatric, 1 snmall adult,

1 large adult C e e e e 3

Sel f-inflating nanual resuscitation device with 3 masks (1

pediatric, 1 small adult, 1 large adult). . . . . . . . . . . . 1: 3 masks

CPR mask (3 sizes), 1 pediatric, 1 small adult, 1 large adult! 3

IV Admin Tubing w 2 Y connectors:l C e e e e e 1 set
Al cohol sponges?®. Coe e 2
Adhesi ve tape, 1- |nch standard roII adhesi ve! 1
Tape scissors? 1 pair
Tour ni quet® . . 1

Sal i ne solution, 500 cc!? . 1

Protecti ve nonperneabl e gl oves or equrvalent . 1 pair

Needl es (2-18 ga., 2-20 ga., 2-22 ga., or sizes necessary to

adm ni ster requrred nedrcatrons) . 6

Syringes (1-5 cc, 2-10 cc, or sizes necessary to adn1n|ster

requi red nmedi cations . . 4

Anal gesi c, non-narcotic, tabIets,l 325 ng. 4

Antihistamne tablets, 25 ng. . . . . . . . . . . . . 4

Anti hi stam ne injectable, 50 ng, (single dose anpule or

equi val ent e e e 2

Atropine, 0.5 ng, 5 cc (srngle dose ampul e or equivalent)l . 2

Aspirin tablets, 325 my! . 4

Br onchodi | at or, |nhaIed]-(netered dose |nhaIer or equrvalent). 1

Dextrose, 50% 50 cc |nJectabIe (single dose anpul e or

equivalent). . . C e e e e s 1

Epi nephrine 1: 1000 1 cc injectable, (single dose anpul e or

equi valent) . . C e e e e s 2

Epi nephrine 1: 10 OOO 2 cc i njectable, (single dose anpule or

equi val ent) C e e e e s 2

Li docai ne, 5 cc, 20 ng/n1 injectable (single dose anpul e or

equrvalent)l .. .. S S 2

Ni troglycerin tabIets O 4 ny. 10

Basi c instructions for use of the drugs |n the krt 1

! Required on and after [36 nonths after the effective date

of the final rule.]

Aut omat ed External Defibrillators

At | east one U S. Food and Drug Adm ni stration-approved

aut omat ed external defibrillator that nust:

1. Be stored in the passenger cabin.
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2. Meet FAA Technical Standard Order requirenents for
power sources for electronic devices used in aviation or be
ot herwi se approved by the Adm ni strator.

3. Be maintained in accordance with the manufacturer’s

speci fications.

PART 135 — OPERATI NG REQUI REMENTS: COMMUTER AND ON- DEMAND
OPERATI ONS

12. The authority citation for part 135 continues to
read as foll ows:

Authority: 49 U S.C. 106(g), 44113, 44701-44702, 44705,
44709, 44711-44713, 44715-44717, 44722.

13. Amend 8§ 135.177 by revising paragraph (a)(1l) to
read as foll ows:

§ 135.177 Enmergency equi prent requirenents for aircraft
havi ng a passenger seating configuration of nore than 19
passengers.

(a) * * *

(1) At least one approved first-aid kit for treatnent
of injuries likely to occur in flight or in a mnor accident
t hat nust:

(i) Be readily accessible to crewrenbers.

(i1i) Be stored securely and kept free from dust,

noi sture, and danmagi ng tenperatures
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(iii)

Contain at least the follow ng appropriately

mai nt ai ned contents in the specified quantities:

Contents Quantity
Adhesi ve bandage conpresses, 1-inch................. 16
AntiseptiCc SWaDS..coi e 20
Ammoni a i nhal ant ... 10
Bandage conpresses, 4-inNCh....cccocoiiiiiiiiiiieininnnn. 8
Triangul ar bandage conpresses, 40-inch........... 5
Armsplint, noninflatable......c.coooiiiiiin, 1
Leg splint, noninflatable.....ccocccoviiiiiiiiiiiiniannn, 1
Rol I er bandage, 4-inch.......iiiiiinenns 4
Adhesi ve tape, 1l-inch standard roll ................. 2
Bandage SCi SSOI S .iiiiiiiiiieiiei e e e e 1
Protective nonperneabl e gl oves or
EQUI Val €NT e 1 pair

* * * % *

| ssued in Washington, D.C., on May 18, 2000.

L. Nichol as Lacey

Di rector,

Fl i ght Standards Servi ce.
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